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REMARKS 



Si&tm of the. Claims 

Claims 1, 5-10 and 15-17 are currently pending in the application. Claims !, 2, 4-10, 13 
and 14 stand rejected. The Examiner objects to claims 4-7. Claims I and 5 have been amended 
as set forth herein. Claims 2, 4, 13 and 14 have been cancelled herein. AH amendments and 
cancellations are made without prejudice or disclaimer. New claims 1547 have been added 
herein. No new matter has been added by way of the present amendments. Specifically, die 
amendment to claims 1 and 13 are supported by cancelled claims 2 and 4. Claim 5 is amended to 
recite the limitations of cancelled claim 2. New claims 15-17 are supported by, for instance, 
presently pending claims 5 and 840. Reconsideration is respectfully requested. 

Interview and Advisory Actios 

Applicants' representatives thank the Examiner for extending the courtesy of an 
interview on April 23, 2007. During the interview, allowable subject matter was discussed, with, 
respect; to the pending method claims. The Examiner stated that should Applicants submit the 
>rt 5c it unen h ic vhicb es t i h summarized the Replies of March 5, 2007 and March .30, 
2007,: and cancel claims 13 and 18-20 directed to apparatus claims, the application would be in 
condition for allowance. 

Thus, pursuant to the Examiner's suggestion, although Applicants do not agree that the 
•VP atu ns are not in c tion for allowance expe< e >rosec o jp claim 1 
has >mi cancelled e * out pre let elain pkc te applies* in 

condition for allowance at least with respect to the remaining pending claims 1, 5-10 and 15-17. 
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It is further noted that the Advisory Action of April IS, 2007, at page 2, affirms 

Applicant understand"^ ma: the Fxoriuner believe claims 1 *n<: 5-10 .,nd presumabh claims 

15-17, which depend therefrom) would be in condition: for allowance in light of Applicants' 

Replies of March 5, 2007 and March 30, 2007. Thus, with the submission of the present 

Supplemental Reply, Applicants believe all remaining pending claims are in condition for 

Injections Hader 35 U.S.C § 112, Second Paragraph 

Claims L 2, 440, 13 and 14 stand rejected under 35 U.S.C. § 1 12, second paragraph, for 
Sailing to particularly point out and distinctly claim the subject matter which Applicants regard as 
the invention. (See, Office Action of December 5, 2006, at page % hereinafter ''Office Action"), 
Claims 2, 4, 13 and 14 have been cancelled herein without prejudice or disclaimer, thus 
obviating the rejection as to these claims. Applicants traverse the rejection as to the remaining 
claims as set forth herein. 

the Examiner states that claim 1 is indefinite because it does not clearly define what an 
antigen or antibody in the whole blood sample 'Is being assayed for/' {Id,}, The Examiner 
further states that **it is unclear as to whether the target antigen or antibody encompasses cell 
surface antigens and intracellular antibodies present in the blood ceil component of the whole 
blood sample.'* (Id. at pages 2-3). 

gh Applicants igrc sat claim is mdefmitc mck o expedite 

prose* t 'o v a x is lx nen > d ere m\ 1 u p e J ce o < n v a e i 
"An immunoassay for assaying a soluble target antigen or antibody present in a whole blood 
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sample:' Tims, as amended, it Is clear thai claim 1 is directed to assaying a soluble target 
antigen or antibody. One of ordinary skill in the art. especially in the context of the present 
specification, would understand that the meaning of these terms includes only those antigens or 
antibodies that are soluble. 

Additionally, part (g) of amended claim 1 recites that the claim is directed to obtaining a 
corrected concentration of soluble target antigen or antibody. 

he l xat , a > further tates l iai step (d) of claim 1 is ambiguous for "failing to define 
bow the concentration of the target antigen or antibody is being obtained." (Id. at page 3). 

Although • Applicants do not agree that claim L part (d) Is indefinite, to expedite 
prosecution, claim 1 has been amended without prejudice or disclaimer to also recite, in part, ( '(e) 
calculating a degree of agglutination from the number of the unaggiutmated insoluble carrier 
particles and the number of the agglutinated insoluble carrier particles; (I) converting the degree 
of agglutination into a concentration of the soluble target antigen or antibody in the whole blood 
sample vising a calibration curve showing a relationship between a degree of agglutination and a 
concentration of soluble target antigen or antibody." Applicants believe that this amendment 
adequately addresses the Examiner's concerns because parts (e) and (f) of amended claim 1 
adequately explain to one of ordinary skill in the art how to calculate the concentration of the 
target antigen or antibody. 

The Examiner also states that claim 1 . parr (c) Is ambiguous for reciting ''correcting the 
concentration . . . aci<mm.. o the rt ct aiooa ,cl ' t :,.jt \., , o> v i < r 

(e) of claim 1 "fails to specifically define how the concentration of the target antigen or antibody 
bv. ^ e i 'd cells" {Id), 
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Although Applicants do not. agree that claim L part (e) is indefinite, to expedite 
prosecution, claim 1 has been further amended without prejudice or disclaimer to recite, in part. 
"(g) obtaining i corrected concert t t y based on tl 

following formula: C - (X) / (I-B/A), wherein C is a corrected concentration. CO is the 
concentration of the s ble targe gen iy present ir e w! le blood sample, B is 

the number of blood cells and A is a constant/' Applicants believe that this addition to claim I 
adequately addresses the Examiner's concerns about obtaining the corrected concentration since 
it explains how the corrected concentration is obtained. 

The Examiner states thai claim 5 is indefinite because it does not "clearly define what 
antigen or antibody in the whole blood sample is being assayed for." (Id. at page 4), The 
Examiner further believes that claim 5, step (d) is indefinite because it does not "define how the 
concentration of the target antigen or antibody is being obtained." (Id,). Additionally^ the 
Examiner states that' claim 5, step (e) is ambiguous because claim 5 does not "specifically define 
how the concentration of the target antigen or antibody is being corrected." (Id. at page 5). 

Although Applicants do not agree that claim 5 is indefinite, to expedite prosecution, 
•claim 5 ha\ kv , v . .» - wiknit prejudice or disclaimer, in a manner similar to thatof 
claim I. That is, claim 5 has been amended to recite additional parts which are believed to fully 
-ov. > v er's con ems m a similar manner in which similar amendments to claim ! 

have addressed similar issues with respect to various parts of claim I, 

Since no independent reasoning is provided for the rejection of dependent claims 6-10, 
dependent claims 6-10 are believed to be definite tor, infer alia, depending from a definite base 
claim, claims 1 and 5. 
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Reconsideration and withdrawal of the indefmiteness rejection of claims 1 and 5-10 are 
respe< ;. 1 1} requested 

Rejections D»dcr35 U.S.C. § 102(b) 

Claims 13 and 14 stand rejected under 35 U.S.C. § 102(b) as being anticipated by 
Kosako, U.S. Patent No. 5,527,714 (hereinafter referred to as "Kosako"). (See, Office Action, at 
page 6). Claims 13 and 14 have been cancelled herein without prejudice or disclaimer., thus, 
obviating the rejection as these claims. 

Rejections Under 35 U.S.C. § 1.03(a) 

h ^ ^ " - , '„e. "5 ^Li^'i.^x'-i^ 1 _c ! _ 0 66S1 

Claims L 2, 9 and 10 stand rejected under 35 U.S.C. § 103(a) as being unpatentable 
presumably over Kosako in view of Moskowitz et a!., U.S. Patent Application Publication No, 
2001/0046685 (hereinafter, "Moskowitz et ah"), although this is not explicitly stated by the 
Examiner at the bottom of page 7 of the Office Action. (See, Office Action, at pages 7-9). 
Claim 2 has been cancelled herein without prejudice or disclaimer thus obviating the 
obviousness rejection of i > 2 kppik nts traverse eje< s to the rc i 
hereinafter set forth. 

The Examiner slates that although Kosako does not disclose or suggest that the anaiyte 
sample is a whole blood sample and that the "spurious particles" are blood cells, Maskowitz et 
ah purportedly disclose or suggest these missing elements. (Id. at page 8). 
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Although Applicants do not agree that claim 1 is obvious in light of the combined 
disclosures of Kosako and Moskowte et ah ? to expedite prosecution, claim 1 has been amended 
1 ner to ret e the limitations o non- ons claim 4 ms 

since claim 4 is not rejected as being obvious in light of these references, it is believed that 
amended claim 1 is also non-obvious for the same reasons that claim 4 is non-obvious, since 
claim 1 now recites the [imitations of now cancelled claim 4. (See, In re Vaect 94? F.2d 488, 20 
U.S.P.Q.24 1438 (Fed. Cir. 1991)}. 

Since no independent reasoning is provided for the rejection of dependent claim 10, 
dependent claim 10 is believed to also be non-obvious for, inter alia, depending from a non- 
obvious base claim, claim 1. That i% since claim 10 -encompasses ah of the subject matter of 
amended claim 1 by dependency, claim 10 also recites the limitations of non-obvious claim 4 
and is also non-obvious at least for the same reasons that claim 4 is non-obvious. 

Reconsideration and withdrawal of the obviousness rejection of claims 1 and 10 are 
respectful K requested. 

^ i X St et, etaL WO 98 2035 

Claim 8 stands rejected under 35 U.S.C. § 103(a) as being unpatentable over Kosako in 
view of Moskowltz et ah, and further in view of Steel et ah, WO 98/20351 (hereinafter. "Steel et 
ale*). (See, Office Action a. page 10; Applicants traverse tb< ejection is x is tfterse o h 

In addition to the Examiner's comments regarding the disclosures of Kosako and 
Moskowit? et ah. the Examiner states that Steel ct al. disclose or suggest the use of optical flow 
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particle analyzers that detect agglutination formation or the degree of non-agglutination by 
measuring forward scattered light and using particles having different sizes. .{/<£).. 

As commented on. above, claim I lias been amended herein without prejudice or 
disclaimer to recite the limitations of non-obvious claim 4.. It is noted that neither claim 1 nor 
claim 4 are rejected as being obvious in light of the cited references. Furthermore, it is noted that 
claim 8 depends directly from now amended claim 1. Thus, dependent claim 8 is believed to. 
also be non-obvious for, inter alia, depending from anon-obvious base claim, claim J . That is, 
claim 8 is believed to be non-obvious at least because claim 8 encompasses all of the subject 
matter of amended claim 1 by dependency; and therefore because claim 8 recites the limitations 
of non-obvious claim 4. ITms, claim 8 is also non-obvious at least for the same reasons that 
claim 4 is non-obvious. (See, In re Vaeck, 947 F.2d 488, 20 U.S.P.Q.2d 1438 (Fed, Cir. 1991)). 

Therefore, reconsideration and withdrawal of the obviousness rejection of claim 8 are 
respectful} requested 



ENTRY OF AMENDMENTS 
The amendments to the claims and new claims should be entered by the Examiner 
because the amendments are supported by the as-filed specification and because the new claims 
154? are supported by specification and at least original claims 8-10. Therefore, these changes 
do not add any new matter to the application. Additionally, the amendments and new claims 
should be entered since they comply with requirements as to form, and place the application in 
condition for allowance, as already affirmed by the Examiner during the interview of April 23, 
2007, Further, the amendments and new claims do not raise new issues or require a further 
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search since the amendments and new claims mcorporate elements from dependent claims into 
independent claims and/or are supported by the as-filed specification. 



CONCLUSION 

If the Examiner has any questions or comments, please contact Thomas J . Siepmann, 
Ph.D., Registration No 57,374, at the offices of Birch, Stewart, Koiasch & Birch, LLP. 

if necessary, the Commissioner is hereby authorized in this, concurrent, and future 
replies, to charge payment or credit any overpayment to our Deposit Account No. 02-2448 for 
any additional fees required under 37 C.F.R. § 1.16 or under § 1.17; particularly, extension of 
time foes. 



Dated: | ^ Respectfully submitted, 



B: 

Marc S. Weiner 
Registration No.; 32,181 

BIRCH, STEWART, KOLA5CH & BIRCH, LLP 
81 10 Gatehouse Road 
Suite 100 East 
P.O. Box 747 

Falls Church, Virginia 22040-0747 
(703) 205-8000 
Attorney lor Applicants 
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